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June 25, 2002 



Commissioner for Patents 
Washington, D.C. 20231 



RECEIVED 

JUL 1 2002 



Writer 's Direct Number: 

(202)371-2641 

Internet Address: 

HCARLS0N@SKGF.COM 



Art Unit 1644 



Sir: 



Re: U.S . Utility Patent Application 

Appl. No. 09/350,401; Filed: July 8, 1999 
For: Inducing Cellular Immune Responses to Hepatitis B 
Virus Using Peptide and Nucleic Acid Compositions 

Inventors: SetteeraZ. 

Our Ref : 2060.0060008/EKS/HCC 



Transmitted herewith for appropriate action are the following documents: 

1; Petition For Extension of Time Under 37 CF.R. § 1 .136(a)(1); 

2. Fee Transmittal Form (PTO/SB/1 7); 

3. Amendment and Submission of Substitute Sequence Listing Under 37 C.RR. § 
L825(a); : 

4. 812 pages of a paper copy of the Substitute Sequence Listing; 

5. A computer readable copy of the Substitute Sequence Listing; 

6. Copy of Notice to Comply with Requirements for Nucleotide and/or Amino Acid 
Sequence Disclosures; 

7. Certificate Under 37 C.RR. § 3.73(b); 

8. Revocation of Prior Power of Attorney and Appointment of New Attorneys of 
Record; 

9. Change of Correspondence Address; 

10. Our check no. 35643 for $1,440.00 to cover extension of time fees; and 

11. One (1) return postcard. 




It is irespectfuUy requested that the attached postcard be stamped with the date of filing of 
these documents, and that it be returned to our courier. In the event that extensions of time are 
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necessary to prevent abandonment of this patent application, then such extensions of time are 
hereby petitioned. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 19-0036. 

Respectfully submitted, 

Sterne, Kessler, Goldstein & Fox p.l.l.c. 

Helene C. Carlson 
Agent for Applicants 
Registration No.47,473 

HCC/PAC:drb 
Enclosures 

::ODMA\MHODMA\SKGFJ>Cl;27523;l 
SKGFRev. 2/15/02 dew 
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Certificate Under 37 C.F.R. § 3.73(b) 

atent Owner: SEi ifc et al. 



Application No ./Patent No.: 09/350,401 Filed/Issue Date: July 8, 1999 



Entitled: Inducing Cellular Immune Responses to Hepatitis B Virus Using Peptide and Nucleic Acid Compositions 
Epimniune Inc. , a corporation 



(Name of Assignee) (Type of Assignee, e.g., corporation, partnership, university, government agency ,etc.) 

States that it is: 

1. [X] the assignee of the entire right, title, and interest, or RECEIVED 

2. [] an assignee of an undivided part interest JUL 1 2002 

in the patent application/patent identified above by virtue of either: TECH CENTER 1600/2900 

A. [X] An Assignment from the inventor(s) of the patent application/patent identified above. The assignment was 

recorded in the Patent and Trademark Office at Reel 010418 , Frame 0495 , and Reel 010940 , Frame 0685 , 
or for which a copy thereof is attached. 

OR 

B. [ ] A chain of tide from the inventor(s) of the patent application/patent identified above to the current 

assignee as shown below: 

1. From: ^„_„___„ To: 



The document was recorded in the Patent and Trademark Office at 

Reel , Frame , or for which a copy thereof is attached. 

2. From: To: 



The document was recorded in the Patent and Trademark Office at 

Reel , Frame , or for which a copy thereof is attached. 

3. From: To: 



The document was recorded in the Patent and Trademark Office at 

Reel , Frame , or for which a copy thereof is attached. 

[ ] Additional documents in the chain of title are listed on a supplemental sheet. 

[ ] Copies of assignments or other documents in the chain of title are attached. 

rNOTE: A separate copy {i.e., the original assignment document or a true copy of the original 
document) must be submitted to Assignment Division in accordance with 37 CFR Part 3, if the 
assignment is to be recorded in the records of the PTO. See MPEP 302-302.8] 



The undersigned (\yhose4itle is supplied below) is empowered to act on behalf of the assignee. 

Signature: ^ ^ S^ ^ l U-^ - 

Name: Alessandro D. Sette, Ph.D. 

Tide: Vice President and Chief Scientific Officer 

Date: 



SKGF_DC1:I7785.1 



PTO/SB/17(10-01) 
Approved for use through 1 0/31/2002. OM8 0651 -0032 
Patent and TrademarV Office: U.S. DEPARTMENT OF COMMERCE 



p ^ S. r--- r 1 

^ "^FEE TRANSMITTAL 

( juM 2 ^ ^ for FY 2002 

^/Patent fees are subject to annual revision. 


Complete if Known 


Application Number 


09/350,401 


Filing Date 


Juiy 8, 1999 


First Named inventor 


Alessandro SETTE 


Examiner Name 


Ronaid B. Schwadron 


Group Art Unit 


1644 


tota^tJMSIi^f payment 


($) 1,440.00 


Attorney Doclcet No. 


2060.0060008/EKSyHCC 



METHOD OF PAYMEISfT (check one) 



FEE CALCULATION (continued) 



1. □ The Commissioner is hereby authorized to charge 
indicated fees and credit any overpayment to: 



E}eposit Account 
Number 



Deposit Account 
Name 



19-0036 



Sterne, Kessler, Goldstein & Fox P.L.L.C. 



Charge Any Additional Fee Required 
Under 37 CFR §§ 1.16 and 1.17 

Q Applicant claims small entity status 
See 37 CFR 1.27 



Payment Enclosed: 

la Check □ Credit card □ Money Order ^ Other* 
Charge any deficiencies or credit any overpayments in the fees or fee 
calculations of Parts 1, 2 and 3 below to Deposit Account No. 19-0036. 



FEE CALCULATION 



1. BASIC RUNG FEE 
Large Entity Smali Entity 



Fee 
Code 


Fee 
($) 


Fee 
Code 


Fee 
($) 


101 


740 


201 


370 


106 


330 


206 


165 


107 


510 


207 


255 


108 


740 


208 


370 


114 


160 


214 


80 



SUBTOTAL (1 ) ($) 0.00 



2. EXTRA CLAiM FEES 



Total Claims _ 
Indep. Claims 
Multiple Dependent 



Extra 

-20" = X 

- 3** = X 



Fee from 
below 



Fee Paid 



Large 

Fee 

Code 


Entity 

Fee 

($) 


Small 
Code 


Entity 
(S) 


Fee Description 


103 


18 


203 


9 


Claims in excess of 20 


102 


84 


202 


42 


Independent claims in excess of 3 


104 


280 


204 


140 


Multiple dependent claim 


106 


84 


209 


42 


"Reissue independent claims over original 
patent 

Reissue claims in excess of 20 and over 
original patent 


110 


18 


210 


9 



SUBTOTAL (2) ($) 0.00 



3. ADDITIONAL FEES 
Large Entity SmaU Entity 



Fee 


Fee 


Fee 


Fee 


Code 


($) 


Code 


($) 


105 


130 


205 


65 


127 


50 


227 


25 


139 


130 


139 


130 


147 


2,520 


147 


2,520 


112 


920* 


112 


920* 


113 


1 ,840* 


113 


1 ,840* 


115 


110 


215 


55 


116 


400 


216 


200 


117 


920 


217 


460 


118 


1.440 


218 


720 


128 


1,960 


228 


980 


119 


320 


219 


160 


120 


320 


220 


160 


121 


280 


221 


140 


138 


1,510 


138 


1,510 


140 


110 


240 


55 


141 


1,280 


241 


640 


142 


1.280 


242 


640 


143 


460 


243 


230 


144 


620 


244 


310 


122 


130 


122 


130 


123 


130 


123 


130 


126 


180 


126 


180 


581 


40 


481 


40 


146 


740 


246 


370 


149 


740 


249 


370 


179 


740 


279 


370 


169 


900 


169 


900 


Other fee (specify) : 






Other fee (specify) : 







Fee Description 

Surcharge - late filing fee or oath 

Surcharge - late provtsiona] filing fee or cover sheet 

Non-English specification 

For filing a request for ex parte reexamination 

Requesting publication of SIR prior to Examiner 
action 

Requesting publication of SIR after Examiner action 
Extension for reply within first month 

Extension for reply within second month 

Extension for reply within third month 
Extension for reply within fourth month 
Extension for reply within fifth month 
Notice of Appeal 

Filing a brief in support of an appeal 

Request for oral hearing 

Petition to institute a public use proceeding 

Petition to revive - unavoidable 
Petition to revive - unintentional 
Utility issue fee (or reissue) — 
Design issue fee C 
Plant Issue fee 
Petitions to the Commissioner t 

Petitions related to provisional applications 
Submission of Information Disclosure Stmt 



Fee paid 



CT) 



Recording each patent assignment per 
property (times number of properties) 

Filing a submission after final rejection 
(37 CFR 1.129(a)) 

For each additional invention to be examined 
(37 CFR 1.129(b)) 

Request for Continued Examination (RCE) 

Request for expedited examination of a 
design application 



•Reduced by Basic Filing Fee Paid 



1 ,440.00 



' or number prBviousty paid, if greater; For Reissues, see above 



SUBTOTAL (3) 



($) 1.440.00 



"Tl 



SUBMITTED BY 








Complete {if applicable) 


Name (Print/Type) 


Helene C. Carlson 


Registration No. 

(AttomBy/Agent) 


47,473 


Telephone 


202-371-2600 


Signature 




Date 





WARNING: Information on this form may become public. Credit card information should not 
„ ^ _ ^ be included on this fonn. Provide credit card information and authorization on PTO-2038. 

Burden Hour Statement: This form is estimated to take 0.2 hours to complete. Time will vary depending upon the needs of the individual case. Any comments on the amount of time you are required to 
complete this form should be sent to the Chief tnfonnation Officer, Patent and Trademark Office, Washington, DC 20231. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND 
TO: Assistant Commissioner for Patents. Washington, DC 20231. 

SKGF Rev, 6/1 1 /02 mnac #27430v! <SKGF_DC 1 > -fee mmsmittal form eot for sequence Hsiing subm. wpd 



Deceived 

JULl « 

TECH CENTER 1600/2900 • Application No.: 09^350401 

COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the 
following reason(s): 




1. This application clearly fails to comply with the requirements of 37 C.F.R. 1.821-1.825. Applicant's 
attention is directed to these regulations, published at 1 114 OG 29. May 15. 1990 and at 55 FR 
18230, May 1. 1990. 



□ 2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1 .821(c). 

□ 3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 



X 



4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
content of the computer readable form does not comply with the requirements of 37 C.F.R. 1 .822 
and/or 1 .823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 



n5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1 .825(d). 

n6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 

Q 7. Other: 



Applicant Must Provide: 

^ An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

np An initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
1^ into the specification. 

rp| A statement that the content of the paper and computer readable copies are the same and, where 
^ applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentin software help, call (703) 308-6856 



PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



Raw Sequence Lb(ln{ Error Summiiy 



ERROR DETECTED SUGGESTED CORRECTION SERIAL NUMDER? Q'l^^^ O^O 1 * 

ATTN: NEW RULES CASES: PLEASE DISREGARD ENGLISH "ALPHA" HEADERS, WIHOI WERE INSERTED DY PI 



I Wnpped Nuclcici 

Wrapped Aminos 



The numbcrAext •( the end of etch line **wnpped** down to the next line. .Jhis nuy occur if your file 
was retrieved in a word proceuor afUr creating it Please adjust your right margin to J; this will 
prevent •Vrtpping," . 



* 3 Invilid Line Length The rules require Ihst i line not exceed 73 charactcn in length.' this includes white spaces. 



^MUatigned Amino 
Numbering 

Noo-ASCII 



_ Variable Length. 



Patcntin 3.0 

iKJg" 



_Stcippcd Sequences 



(OLD RIJLES) 



10 



II 



13 



Use ofn's or Xai*s 

(NEW RULES) 

_lnvalid<3l3> 
Response 

Use or<320> 



Patcntin 3.0 
' "bug" 



The numbering under cich 5^ amino acid It mtialigned. Do not use tab codes between numbers; 
use space chtnicten, instead. 

The submitted file was not saved in ASCI t(DOS) text, ts required by the Sequence Rules. Pleaje 
ensure youriubKquent aubmlaslon b aavtd In ASCII Cext. 

Sequence(s) contain n's or Xaa's reprcKnItng more than one residue. Per Sequence Rules, 

each n orXaa can only rcpreaent a single residue. Please present the maximum number ofcach 
residue having vsriable length and indicate in the <330>-<323> section that some may be missing. 

A "bug** in Patcntin version 2.0 KSis c^ed ti^ <330>»<323>«ectjon to be missing fi-om amino acid 

se<{uences(s) . Normally. Palentin 'would'sutonutifUfyjfmersle this section from the 

previously coded nucleic acid sequence. Please manually copy th« relevant <330>-<:233> section to 
the subsequent amino acid sequence. This applies to the mandatoty <220>*<223> sections for 
Artinclal or Unknown aequencca. 

Sequcnce(s) missing. Ifintentional. please insert the folfoyving lines for each skipped sequence 

(2) INFORMATION FOR SEQ ID NO:X: (insert SEQ ID NO vAcre "X" U'shown) 
(i) SEQUENCE CHARACTERISTICS: (Do vxpt insert any subheadings under this heading) 

(xi) SEQUENCE DESCR]PTION:SEQ ID NO:X: (insert SEQ'iD.NO where "X" is thown) 
This sequence is intentionally skipped 

Please also adjust lhc*'(ii) NUMDER OF SEQUENCES:*' response to Include the skipped sequences. 



Skipped Sequences' Scqucnce(s) 
"(NEW RULES) 



missing. If IntcnllonAl. please insert the foltb wing lines for each skipped scqucn 



<2 10> K<iucnce id number 
<400> sequence id number 
000 

Use of n*s and/or Xaa*s have been detected in the Sequence Listing. 

Per 1.823 of Sequence Rules, use of <220>.<:223> is MANDATORY if n's or Xaa's are present. 

In <220> to <223> section, please explain location of n or Xaa. and which residue n or Xai represent) 

Per 1.823 of Sequence Rules, the only valid <2I3> responses are: Unknown^ Artificial Sequence, or 
scicntific'nanu (Genus/species). <220>-<223> section is required when <2I3> response is Unknown 
a Artificial Sequence 



Sequencers) , 



_ missing the <220> "Feature" and associated numeric identifiers and responses. 



Use of <220> to <223> is MANDATORY if <2I3> •'Organism" response is "Artificial Sequence" or 
"UnicAOwn." Please explain source of genetic material in <220> lo^<223> section. 
(See'TedcralRegi-star 06/01/1998. Vol. 63. No. 104. pp. 2963102) (Sec. 1.823 ofSequence Rules 

Please do not use "Copy to Disk" function of Patentin version 2.0, This causes a corrupted file, 
resulting in missing nundalory numeric identifiers and responses (u indicated on raw sequence 
listing). Inst^ead. please use "File Manager** or any other nunuat means to copy file to floppy disk. 



13 



'Misuse of n 



' n tan only be used to represent a single nucleotide in a nucleic acid sequence. N is not used to represi 
any value not specifically a nucleotide 

AMC/MH - Biotechnology Systems Oranch -08/21/3001 



Xa^-^ its>o M ^ (?uV^ 



39 

E--> 41 



RAW SEQUENCE LISTING DATE: 09/27/2001 

PATENT APPLICATION: US/09/350,401 TIME: 14:19:41 

Input Set : A:\139_10 SEQLIST.TXT 
Output Set: N:\CRF3\09272001\I350401.raw 

4 <110> APPLICANT: Alessandro Sette 

5 John Sidney 

6 Scott Southwood 

7 Maria A. Vitiello 

8 Brian D. Livingston 

9 Esteban Cells 

10 Ralph T. Kubo 

11 Howard M. Grey 

12 Robert Chesnut 

14 <120> TITLE OF INVENTION: INDUCING CELLULAR IMMUNE RESPONSES TO 

15 HEPATITIS B VIRUS USING PEPTIDE AND NUCLEIC ACID 

16 COMPOSITIONS 

18 <130> FILE REFERENCE: 139.10 US 

20 <140> CURRENT APPLICATION NUMBER: US 09/350,401 

21 <141> CURRENT FILING DATE: 1999-07-08 

23 <150> PRIOR APPLICATION NUMBER: US 08/820,360 

24 <151> PRIOR FILING DATE: 1997-03-12 

26 <150> PRIOR APPLICATION NUMBER: US 60/013,363 

27 <151> PRIOR FILING DATE: 1996-03-13 

29 <150> PRIOR APPLICATION NUMBER: US 09/189,702 

30 <151> PRIOR FILING DATE: 1998-11-10 

32 <150> PRIOR APPLICATION NUMBER: US 08/205,713 

33 <151> PRIOR FILING DATE: 1994-03-04 

35 <150> PRIOR APPLICATION NUMBER: US 08/159,184 

36 <151> PRIOR FILING DATE: 1993-11-29 /^-^s^.^^ 
38 <150> PRIOR APPLICATION NUMBER: US 08/073,205 

- <151> PRIOR FILING DATE: 1993:^17-04 ^ Y <}^n(p 

<160> NUMBER OF SEQ ID NOS :(^876 ^ -r-^ ^^t^** ^ 



43 <170> SOFTWARE: FastSEQ for I ffinUu xys Version 4.0 



ERRORED SEQUENCES i ^ 



Does Not Comply 
CorrectecJ Diskette Needed 
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VERIFICATION SUMMARY ^ DATE: 09/27/2001 

PATENT APPLICATION; US/09/350,401 TIME: 14:19:50 

Input Set : A:\I39_10 SEQLIST.TXT 
Output Set: N:\CRF3\09272001\I350401.raw 

L: 15599 M:300 W: (50) Intentionally skipped Sequence, : Sequence Id (1197) SEQUENCE- 

L:42602 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3274 

L:42619 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3275 

L:43130 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3314 

Ii:43147 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3315 

L:43164 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3316 

L: 43181 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3317 

L:43198 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3318 

L: 43215 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3319 

L:43232 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3320 

L:43249 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3321 

L:43266 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3322 

Ii:43283 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3323 

L: 43300 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3324 

L:43317 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3325 

L:43334 M;341 W: (46) "n" or "Xaa" used, for SEQ ID#:3326 

L:43351 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3327 

L:43368 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3328 

L:43385 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3329 

L:43402 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3330 

L:43419 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3331 

L:44073 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3381 

L:44090 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3382 

L:44536 M:341 W: (46) "n" or "Xaa" used, . for SEQ ID#:3416 

L:44553 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3417 

L:44572 M:341 W: (46) "h" or "Xaa" used, for SEQ ID#:3418 

L:44589 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3419 

L:44606 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3420 

L:44623 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3421 

L:44640 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3422 

L:44657 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3423 

L:44674 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3424 

L:44691 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3425 

L:44708 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3426 

L:44725 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3427 

L:44742 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3428 

L:44759 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3429 

L:44776 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3430 

L:44793 M:341 W; (46) "n" or "Xaa" used, for SEQ ID#:3431 

L:44810 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3432 

L:44827 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3433 

L:50630 M:341 W: (46) "n" or "Xaa" used, for SEQ ID#:3877 

L:41 M:203 E: No. of Seq . differs, <160> Number Of Sequences : Input (3876) Counted (3877) 



file://C:\CRF3\Outhold\VsrI350401.htm 



9/27/01 



(See o<\ 




<213> Artificial Sequence 



<210> 3877 
<211> 13 
<212>PRT 




<220> 

<223> Artificial Peptide 



lojlT/ol 



<220> 

<221>MOD_RES 
<222> (3) 

<223> Xaa ■» cyclohexyalanine, Phe or Tyr 
<400>3877 

Ala Lys Xaa Val Trp Ala Asn Thr Leu Lys Ala Ala Ala Doe? Not Cc^ph,' 



5 



10 



Correcisci Diske- 



iNieeded 



